


AMENDMENT
EFFICACY EVALUATION AND TECHNICAL MANAGEMENT SECTION
EFFICACY REVIEW

ANTTMICROBIAL PROGRAM BRANCH

IN 09/29/95 ouT 10/30/95
EPA Reg. No. or File Symbol 8383-3
LAN Code 8383-3.125
Date Division Received 06-15-95
Type Product Hospital Diginfectant
MRID No (s) None
Product Manager PM 31 (Douglas)
Product Name Sporicidin Brand Disinfectant Solution
Company Name Sporicidin International

Submission Purpose_»Amendment to delete the previowusly accepted
"TO CLEAN ATR DUCTS" language and gubstitute
an_air duct ganitizing ¢laim, No other
changeg have been made to the previousgly
accepted label except that "lenged
instruments" has been added to the indicationg
for use on the back panel as recuested in
amendment submitted September 19, 1994, and
"Directions for Uge" replaced "Directions" per

your comments in the June 5, 1995 acceptance

letter.
Type Formulation Liguid
Active Ingredient (s): 3
=04 = o Lo 28 1.56
Sodium PhHenaE . .. i ittt ittt et e e e i a e e 0.06

Recommendations (gee next page)




Labeling:

1.

Reviewed by Srinivag Gowda Dat 10/

Delete the term "lensed instruments". It is too general.
It includes endoscopy equipment. Only FDA approved liguid
sterilants may be used to disinfect endoscopy equipment.

The request to include an air duct sanitizing claim
cannot be accepted. It 1is currently accepted only for
volatile products that 1leave no residue. Prior to
approval of this use pattern for a phenolic product,
OPP’'s Health Effects Division must make a hazard
assessment on building occupants from prolonged
inhalation of dried phenolic reSidues remaining in the
air ducts after treatment.

Z.Vaituzis 12-26-95




SPORICIDIN BULLETIN NO. 302
(EPA Reg. No. 8383-3)

FOR SANITIZING AIR DUCTS
with
SPORICIDIN BRAND DISINFECTANT SOLUTION

Directions for Use:

It is a violation of U.S. Federal Law to use this product in a manner inconsistent with its
labeling.

Recommended for professional application by trained individuals.

Sporicidin Brand Disinfectant Solution has been shown to be an effective hospital
disinfectant when tested by AOAC and EPA test methods. In air duct systems,
disinfectants may not totally eliminate all vegetative microorganisms due to the
construction and/or design of the ducts. Sporicidin Brand Disinfectant Solution can
sanitize air ducts by reducing the number of microorganisms to acceptable levels when

used as directed.

The surfaces of the ducts must be cleaned and allowed to dry prior to the application of
the product. When the size or configuration of the ducts do not permit regular surface
application, the saniiizing solution may be applied by "fogging" or atomizing the solution
thru the duct system. Exhaust for the process should always be from the interior of the
structure to the outside environment.

Allow to dry after application.

Precautions:

. Avoid skin contact: Prolonged contact may cause skin irritation. Flush thoroughly
with water after contact.

. Avoid eye contact. Causes eye irritation. In case of contact, flush with water
immediately. Consult a physician if necessary.

. Avoid food contamination.

RINSE EMPTY CONTAINER THOROUGHLY WITH WATER. DISPOSE OF IN PROPER

RECEPTACLE. .
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FRONT PANEZEL DISINTECTANT SCLUTION (PUMF SPRAY)
Cecneamination and Odc= Contz-ol
SPORICIDIN
il Brand
. Disinfectant Solution

Continucus Resicdual Activity
for Over € Montnsx

ACTIVE INGREEDIENTS: B RARCTERICIDAL
Dhenol . T, 1.56% " FUNGICIDREL
Scdium Phenate . . . . 0.06% = VIRUCILDAL*™*™

B TUSERCULOCIDRL

INERT INGREDIENTS: 58.38% R TILIMINATES CDORET

& PREVINTS MOLD
Sclution lg alkeline, 24 7.9-B.9%

Keep Out o Reach of Children

CAUTION:
Sze additionezl precauvtions on back panel
ZPA Reg. No. E383-3

New Wo. 22 £1. cz. (€21 ml)
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BACK PANEL DISINFECTANT SOLUTION (PUMP SPRAY)

HOSPITAL DISINFECTION

An effective disintegtant and active deodorant fer hcospitals, <linics, medical ang
veterinary affices, iaboratories, industrial clean rooms, homes, nursing homes, ambulances,
hotels, restaurants, schools, airplsnsg, trains, beats, autos, buses, health spas and
toilets.

DISINFECTANT. Acts eifectively on germ-laden non-porous equipment and surfaces in medical
“reatment and patient roems, operating rooms, emergency rcoms, recovery rooms and bathrooms.
For use on lensed instruments, medical eguipment and beds, surgical carts, counter tops,
manikins, televhonss, furniture, wheelchairs, walkers, sinks, floors, walls, light switches,
liren hampers, showar stalls, toilet seats, trash containsrs, damp and musty areas,
including animal enclosures. Reduces the hazards of cross-coentamination on environmental
surfaces,

ACTIVE DEODORIZER. *It provides ccuntimuous residual bactericstatic activity against odor-
causing crganisms, for over 6 menths in the pressnce of adeguate meisture if not removed
from surfaces inmcluding plastics, latex, vinyl, glass, wood, metal, porcelain, tile and
paint.
¢ Kills Athlete’s Foot Ifungus on bathroom, shower, and pool surfaces. ¢ Self-
sanitizes surfaces againast odor-causing bacteria. ¢ Penetrates cracks. ¢+ Non-
staining ¢ Contains no harmful abrasives.

SPORICIDIN Brand DISINFECTANT SOLUTION is germicidal when used as directed for digsiniection
but differs in composition from cther Sporicidin preducts.

PASSES THE AOCAC EFFICACY STANDARDS FOR INSTITUTIONAL AND HOSPITAL DISINFECTION. Tested
against Staphylococcus aursus, Streptogoccus pyegenes, Streptococcus salivarius, Salmonella

choleraesuls, Pseudomonas asruginsasa, Escherichia coli. **Herpes simplex types 1 and 2 (oral
and genital), Influenza A, (Japan 305757 Asian strainl, Vaccinia, and Polic typs 1 viruses.

HIV-1 (AIDS virus) on snvironmsntal surfaces, Trichophyton mantagrophytes (Athlete’s Footr
fungus) and Mycobacterium tuberculesig on environmental surfaces.

DIRECTIONS FOR USE:
It is a viclation of U.3. Federal Law to use this product in & mannar inceonsistent with its
labeling.

PRECLEAN surface te remove scil and £ilth. Wipe dry with paper towel, c¢icth or spenge.

TO DISINFECT AND DEODORIZE: Thoroughly wet pre-cleaned surface with disinfectant. Ensure
surface remalins molilst for & 10 minute contact time at rogm temperaturs [20°C/63°F or above) .
NJTE: See Sporicidin Bulletin No. 303 for HIV-1 {(AIDRS virus) instructicns.

TO PREVENT MOLD AND MILDEW: ERepeat application weekly, or soorer if new growth appsars.
FOR FOGGING CLEAN ROOMS: S=e Sporicidin Bulletin No. 301.
TO SANITIZE AIR DUCTS: See Sporicidin Bulletin No. 302.

NOTE: This product is not to be used as a terminal sterilant/high level disinfectant on
any surface or instrument chat {1} is introduced directly into the human beody, either into
or in ¢ontact with the bloodstream or normally sterile areas of the body, or (2) contacts
intact muccus mempranes but which do=g not ordinarily penetrate the blood barrier or
ctherwise enter normally sterile areas of the body. This product may be used tc praclean
or decontaminagte critical or semi-critical medical devices priory to sterilizaticon or high

level disirfection. voee
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CAUTION: Awveid direct ccntact with feood. In case of £ys contact, immediately flush with

water. If necessary, consul: a physician. . . b
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STORAGE AND DISPOSAL: Store at room temperature. Discard empty conteiner }T::{: ‘oot
regular “rash. e | tncae
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BACK PANEL DISINFECTANT SOLUTION (POUMP SPRAY)

HOSPITAL DISINFECTION

An eifective disinfectant and active deodorant for hospitals, c¢linics, medical and veterinary

offices, laberatories, industrial clean rooms, Lomes, nursinag homes, ambulances, hotels,
restaurants, schools, alrplanes, trains, beats, autos, buses, health spas and toilets.
lensed instryments,

DISINFECTANT. Acts effectively on germ-laden ncn-porous equipment and surfaces in medical
treatment a catient rcoms, operating rooms, emergency rooms, recovery racms and bathrocms.
Far use cn 'medical eguipment and keds, surgical carts, ccunter tops, manikins, telephones,
furnizure, wheeslchairs, walkers, cinks, flocrs, walls, light switches, linen hampers, shower
stalls, toilet ssats, trash containers, damp and musty axreas, including animal enclosures.
Reduces the hazards of crosgss-contamination on envirconmental surfaces.

ACTIVE DEODORIZER. *It provides continuous residual bacreriostatic activity against ocder-causing
orgarisms, for over ¢ months in the presence of adequate meisture if not removed from surfaces
including plascics, latex, vinyl, glass, wood, metal, porcelain, tile arnd paint.
+%ills Athlete’s Foot fungus on bathroom, shower, and pool surfaces. ¢Self-ganitizes
surfaces against odor-causing bacteria. ePeanetrates cracks. ¢Non-staining. +Contains
no harmful abrasives.

.‘%PORECIDIN Brand DISINFECTANT SCOLUTION is germicidal when used as directad for disinfection but

iffars in compositiocn from other Sgporicidin products.

PASSES THE AQAC EFFICACY STANDARDS FCR INSTITUTIONAL AND HOSPITAL DISINFECTION. Tested againgt
Staphvlccoccus aursus, Streptococcous pyogenes, Streptaccecus salivarius, Salmonella chole:aesuis,
Pseudcmonns asruginosa, Egcherichia coli, **Herpess simplex types 1 and 2 (cral and genitalj},
Influenza A, {(Japan 305/57 Aglan strain), Vacci=nia, and Polic type 1 viruses. HIV-1 [(AIDS virus!
on environmental surfaces, Trichephy:on mentagrophytes (thlete’s Foot fungus) and Mycobacterium
ttkerculosis on environmentzl surfaces.

|
DIRECTIONS’FQ" use?

It is a violatior of U.S. Federal Law to use this product in a manner inconsistent with its
labeling.

PRECLEAN surfacs tc remove soil and filth. Wipe dry with paper towel, cloth or sponge.

TO DISINFECT AND DECDORIZE: Thcroughly wet pre-cleaned surface with disinfectent. Ersure
surface remains mcist for a 10 minute ¢ontact tTime a- room temperature (203°C/&8°F or abovel,
NOTZ: See Sporicidin Bulletin No. 393 for HIV-1 (ATDS wvirus) instructions.

=8

TO PREVENT MCLD AND MILDEW: Repeat application weekly, or sconer if new growtn agpears.

.EOR FOGGING CLEAN ROOMS: See Sporicidin Bullectin No, 301.

%?O CLEAN AIR DUCTS: Manually apply to hard non-porous precleaned duct surfaces. Rinse surfacsas
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-0 ;AJ}E-,;; A1l pucys;! Ses Spericidin Bulletin Ae. 303 .
NOTE: This product is not to be used as a terminal sterilant/high level disinfectant on any
surface ¢r instrument that (1) is introducei diresctly inte the human body, =itker inte or in
contact with the bloodstrean cr no-mally sterile areag of the bady, or (2] contacts iantac: mucous
mempranes but which does not ordinarily penetrate the blood barrier cr otherwise enter noxmally

sterile areas of the boady. This product may be used te preclean cr decontaminate eritical or
semi-czitical medical devices prior to sterilization or hign level disinfeccioni’’)).,
» . ]
[ . . — *R v _»
CAUTION: Avoid diresct contact with food. In case of eye cortact, immediately flush ¥ith water.
If nacessary, consult a physician. sttoes
emicee e ®
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STORAGE AND DISPOSAL; Store at room tgppezaggnre. Discard empty contanher in 'rgisdkar o3’
trasn. wizh OOMVDMENTS °e o tose
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FRONT PANEL

DISINTECTANT SOLUTION (PUMP SPRAY)

Ceatamination and Odex Centrol

SPORICIDIN

Continuous
Toxr O

ACTIVE INGREDIENTS:
Phencl R
Scdium Phenate I
INERT INGREDIENTS: 92 .38%

Scivtion iz elkeline, pE 7.9~-8.%

Keep Out &% Reach of Children

. CAUTION:
Sze additional precautions on back
EPA Reg. Nc. §3E3-3
Net Wt. 22 £1. o=z=. {651 ml}
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BACK PANEL DISINFECTANT SOLUTION (PUMP SPRAY)

HOSPITAL DISINFECTION

rn eflective disinfectant and active deodorant for hospitals, clinics, medical and
veterinary offices, laberatories, industrial ¢lean reoms, homes, nursing homes, ambulances,
hetels, restauraris, schools, zirplares, traing, boats, autes, buses, hesalth spas and
toilets.

DISINFECTANT. Acts effectively on garm-laden non-porous equipment and suzfaces in medical
treatment and patient rcoms, operating rcems, emergency roeoms, recovery rooms and bathrooms.

For use cn lensed instruments, medical equipment and bsds, surgical carts, counter tops,
maniking, telsphcones, furniture, wneelchairs, walkers, sinks, flocrs, walls, light switches,

linen hampers, shower stalls, tollet =seatg, trash containers, damp and musty areas,
in¢luding animal enclocures. Reduces the hazards of cross-contamination on ervironmental
surfaces.

4]

ACTIVE DEODCRIZER. *It provides ccntinucus residual bacteriostatic activity against cdor-
causing wrzanisms, for over 6 months in the presence of adeguate meisture if not removed
from surfaces Iacluding plastics, latex, wvinyl, glass, wood, metal, porcelain, tile and
paint.
¢ Kills Athlete’s Foot fungus on bathroom, shower, and pool surfaces. ¢ Self-
sanitizea surfaces against odor-causing bacteria. ¢ Penetrates cracks. + Non-
staining ¢ Contains no harmful abrasives.

SPORICIDIN Brand DISINFECTANT SOLUTION is germicidal when used as directed for disinfection
but differs in compesition from other Spericidin products.

PASSES THE ACAC EFFICACY STANDARDS FOR INSTITUTIONAL AND HOSPITAL DISINFECTION. Tesbted
against Stavhyloeoccus aureus, Streptoccccus pyogsnes, Streptococcus salivarius, Szlmonella
choleragsulis, Pseudomonas aeraginosa, Bscherichia coli. **Herpes simplex types I and 2 (oral
and genital), Influenza &, (Japan 305/57 Asian strain), Vaccinia, and Polic type 1 viruses.
EIV-1 {AIDS wvirus) on environmental surfaces, Trichophyton mentagrophytes (Athlete’s Foot
fungus; and Mycobacterium tubsrculosis on environmental surfaces.

DIRECTIONS FCOR USE:

It is a viclation of U.S. Faderal Law to use this product in a manner inconsistent with its
labeling.

PRECLEAN surface to rameve soil znd filth. Wipe dry with paper towel, cleth or sponge.
TO DISINFECT AND DEODORIZE: Thorouzhly wet pra-cleaned surface with disinfectant. Ensure
surfage remains moigt for a 10 minute contact time at room temperature (20°C/69°F or abaove) .
NQTE: Se¢ Sporicidin Bulletin Ne. 303 for HIV-1 (AIDS virus) imskructions.

TO PREVENT MOLD AND MILDEW: Repsat application weekly, or sooner if new growth appears.
FOR FOGGING CLEAN ROOMS: 3ee¢ Sporicidin Bulletin No. 301.

TO SANITIZE AIR DUCTS: See Sporicidin Bulletin No. 302.

NOTE: This product is not to be used as a terminal sterilant/high level disinfectant on
any surface or instrument that (1) is introduced directly into the human body, either into

or in contact with the bloodstresam or normally sterile areas of the body, or {2} contac:ts
intact mwucous membranes sut which does not ordinarily penetrate the blood barrier er

otherwise enter normally sterile aresas of the body. This preduct may be used to preaclezn
er decoentaminate critical or ssemi-critical medical devices prior te sterilization or high
level disinfection. et

ew [ 2

CAUTION: ZAvoid diresct contast with food. In case of eye contact, immediately flueh witleess,

water. If necessary, conasult a phyvsician. . . .
soeves
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STORAGE AND DISPOSAL: Stors atr room temperature. Discard empty container im. [o7e e
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SPORICIDIN BULLETIN NO. 302
(EPA Reg. No. 8383-3)

FOR SANITIZING AIR DUCTS
with
SPORICIDIN BRAND DISINFECTANT SOLUTION

Directions for Use:

It is a violation of U.S. Federal Law to use this product in a manner inconsistent with its
labeling.

Recommended for professional application by trained individuals.

Sporicidin Brand Disinfectant Solution has been shown to be an effective hospital
disinfectant when tested by AOAC and EPA test methods. In air duct systems,
disinfectants may not totally eliminate all vegetative microorganisms due to the
construction and/or design of the ducts. Sporicidin Brand Disinfectant Solution can
sanitize air ducts by reducing the number of microorganisms to acceptable levels when

used as directed.

The surfaces of the ducts must be cleaned and allowed to dry prior to the application of
the product. When the size or configuration of the ducts do not permit regular surface
application, the sanitizing solution may be applied by "fogging” or atomizing the solution
thru the duct system. Exhaust for the process should always be from the interior of the
structure to the outside environment.

Allow to dry after application.
Precautions:

. Avoid skin contact: Prolonged contact may cause skin irritation. Flush thoroughly
with water after contact.

. Avoid eye contact. Causes eye irritation. In case of contact, flush with water
immediately. Consult a physician if necessary.

. Avoid food contamination.

RINSE EMPTY CONTAINER THOROUGHLY WITH WATER. DISPOSE OF IN PRUEDéR
RECEPTACLE. .



